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SPECIALTY GUIDELINE MANAGEMENT

XOLAIR (omalizumab)
POLICY
l. INDICATIONS

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-Approved Indications

A. Allergic asthma
Xolair is indicated for patients 6 years of age and older with moderate to severe persistent asthma who
have a positive skin test or in vitro reactivity to a perennial aeroallergen and whose symptoms are
inadequately controlled with inhaled corticosteroids.

Limitations of use: Xolair is not indicated for the relief of acute bronchospasm or status asthmaticus, or for
treatment of other allergic conditions.

B. Chronic idiopathic urticaria (CIU)
Xolair is indicated for the treatment of adults and adolescents 12 years of age and older with chronic
idiopathic urticaria (CIU) who remain symptomatic despite H1 antihistamine treatment.

Limitations of use: Xolair is not indicated for treatment of other forms of urticaria.

All other indications are considered experimental/investigational and not medically necessary.

[I. DOCUMENTATION

Submission of the following information is necessary to initiate the prior authorization review:

A. Asthma: Member’s chart or medical record showing pre-treatment IgE level (initial request only)

B. CIU: Member’s chart or medical record showing an inadequate treatment response to a second-generation
H1 antihistamine (initial request only)

lll. CRITERIA FOR INITIAL APPROVAL

A. Asthma

Authorization of 6 months may be granted for treatment of asthma when all of the following criteria are

met:

1. Member is 6 years of age or older.

2. Member has a positive skin test or in vitro reactivity to at least one perennial aeroallergen.

3. Member has a pre-treatment IgE level greater than or equal to 30 1U/mL.

4. Member has inadequate asthma control (e.g., hospitalization or emergency medical care visit within
the past year) despite current treatment with both of the following medications at optimized doses:
i. Inhaled corticosteroid
ii. Additional controller (long acting betaz-agonist, leukotriene modifier, or sustained-release
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theophylline)
5. Member will not use Xolair as monotherapy.
6. Member will not use Xolair concomitantly with other biologics indicated for asthma (e.g., Cingair,
Dupixent, Fasenra, Nucala).

B. Chronic idiopathic urticaria

Authorization of 6 months may be granted for treatment of chronic idiopathic urticaria when all of the

following criteria are met:

1. Member is 12 years of age or older.

2. Member remains symptomatic despite treatment with a second-generation H: antihistamine (e.qg.,
cetirizine, fexofenadine, levocetirizine, loratadine) for at least 2 weeks.

3. Member has been evaluated for other causes of urticaria, including bradykinin-related angioedema
and interleukin-1-associated urticarial syndromes (auto-inflammatory disorders, urticarial vasculitis).

4. Member has experienced a spontaneous onset of wheals, angioedema, or both, for at least 6 weeks.

IV. CONTINUATION OF THERAPY

A. Asthma

Authorization of 12 months may be granted for continuation of treatment of asthma when all of the

following criteria are met:

1. Member is 6 years of age or older.

2. Asthma control has improved on Xolair treatment as demonstrated by at least one of the following:
i. A reduction in the frequency and/or severity of symptoms and exacerbations
ii.  Areduction in the daily maintenance oral corticosteroid dose?°

3. Member will not use Xolair as monotherapy.

4. Member will not use Xolair concomitantly with other biologics indicated for asthma (e.g., Cingair,
Dupixent, Fasenra, Nucala).

B. Chronic idiopathic urticaria
Authorization of 12 months may be granted for continuation of treatment of chronic idiopathic urticaria
when all of the following criteria are met:
1. Member is 12 years of age or older.
2. Member has experienced a response (e.g., improved symptoms, decrease in weekly urticaria activity
score [UAST7]) since initiation of therapy.

V. OTHER

Note: If the member is a current smoker or vaper, they should be counseled on the harmful effects of smoking
and vaping on pulmonary conditions and available smoking and vaping cessation options.
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